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Art Unit: 3763 

DETAILED ACTION 
Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-3,5,7,38 and 41 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wagner et al (USPN 6,824,530) in view of (USPN 4,735,618 ('618); 4,898,589 ('589); 
5,250,031 ( 6 031); or 5,256,152 ('152)). 

Wagner discloses a device including a ninety degree angle needle (16) having a distal 
portion and a proximal portion. See figures 3 and 14-17. The device also includes a shield (see 
figure 1 7) having at least one elongated part (46), a proximal end mounted with the proximal end 
of the needle, a distal end mounted with a planar contact surface (56) and a hub with appendages 
(44). See also figures 14-17. The shield is extensible between a retracted position (figure 14) 
and an extended position (figure 17) via fixed positioning of the planar contact surface relative to 
movement of the shield. Regarding the claim limitation of "via fixed positioning of the planar 
contact surface relative to movement of the shield", see the disclosure of the operation of the 
needle 4:60-5:16. The device also includes a distal end of the foldable legs (46) of the shield 
being hingedly attached to the circular portion (56) of the planar contact shield (56) via linear 
bearing (54). The needle and the shield segments are moveable in relation to the linear bearing. 
See figures 14-17. 
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Wagner meets the claim limitations as described above but fails to include the needle 
linear bearing defining a throughbore having a diameter that is substantially equal to an external 
diameter of the needle. However, each of the references above ('618); ('589); ('031); or ('152) 
teach a linear bearing that has a throughbore having a diameter that is substantially equal to an 
external diameter of the needle 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claim 4 is rejected under 35 U.S.C. 102(e) as being anticipated by Wagner in view of 
('618); 0589); ('031); or ('152) in further view of FR2803529. Wagner in view of 0618); 
0589); 0031); or 0152) meets the claim limitations as described above but fails to teach the 
appendage having at least one opening. However, FR2803529 discloses such an appendage with 
at least one opening. 

At the time of the invention, it would have been obvious to incorporate the at least one 
opening as taught by FR2803529 into the invention of Wagner in view of 0618); ('589); 0031); 
or 0 152). The motivation for the incorporation would have been commonly known by one 
skilled in the art. The motivation would have been to provide an attachment point for tape or 
another attachment mechanism to enhance the adhesion of the device to the patient during use. 
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Claims 8 and 40 are rejected under 35 U.S.C. 102(e) as being anticipated by Wagner in 
view of ( 4 618); ('589); 0031); or 0152) in further view of Bell (US Pat# 5,997,504). Wagner in 
view of 0618); 0589); 0031); or 0152) meets the claim limitations as described above but fails 
to teach the planar contact surface having a pad, an anchor part, and texturing. 

Bell discloses a safety shield apparatus including needle (16,18) and a shield (see figures 
12A-12C). The shield includes at least one elongated part with a proximal end mounted with the 
proximal portion of the needle and a distal end mounted with a planar contact surface (120). 
The planar contact surface also has a linear bearing (131) that slidably facilitates movement of 
the needle relative to the shield. See figure 11. The shield is shown being extensible between a 
retracted position and an extended position via relative movement between the surface (120) and 
the proximal portion of the shield (see figures 12A-12C). The device further includes a needle 
hub (104), an appendage wing (44), segment (28) and channel (inside 28). A latch (1 12) is 
shown in figure 12D with an arm having a plurality of surfaces including an arcuate surface. The 
needle is angularly displaced approximately 90 degrees (see figure 4A). The planar contact 
surface includes an anchor/pad (122) which is an adhesive pad (texturing due to the 
adhesive). The distal end of the shield is hingedly attached to the contact surface (see figures 
12A andl2B). 

At the time of the invention, it would have been obvious to incorporate the teaching of 
the pad/anchor of Bell on to the planar contact surface of Wagner in view of 0618); 0589); 
0031); or 0 152). The devices are analogous in the art of needle shields and therefore a 
combination is proper. Additionally, the anchor/pad of Bell facilitates an efficient and 
comfortable securing of the device to the patient. See paragraph 37 of Bell. Additionally, one 
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skilled in the art would recognize the advantage of having a comfortable and secure attachment 
mechanism to the patient. The disclosure of Wagner states that in the operation of the device one 
has to hold down the planar contact surface while pulling up the needle hub. See step 3 at 5: 1-9. 
One skilled in the art would recognize that having an adhesive pad/anchor on the device of 
Wagner would eliminate the need for holding down the planar contact surface; thus, making the 
device of Wagner easier to use. 

Claims 11-13 and 39 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wagner et al (USPN 6,824,530) in view of ('618); ('589); ('031); or ('152) in further view of 
Kuracina et al (US Pat# 5,879,337). 

Wagner in view of ('618); ('589); ('031); or ('152) meets the claim limitations as 
described above but fails to include the linear bearing that slidably engages the needle having a 
latch. However, Kuracina discloses such a linear bearing having latch. The device includes a 
latch (41) engageable with the needle where the latch includes an arm (see figures 30-31) for 
maintaining the shield in the extended position (see figure 31) and a plurality of surfaces (the 
distal end and side surface of the interior of the latch arm (41) configured to maintain the shield 
in the extended position (see figure 31). 

At the time of the invention, it would have been obvious by one skilled in the art to 
modify the distal end interior of the needle shield (54) of Wagner (the embodiment of figure 14- 
17) in view of ('618); ('589); ('031); or ('152) by incorporating the latch (41) as taught by 
Kuracina (figures 30-31). Both devices are analogous in the art of needle shields; therefore, a 
combination is proper. Additionally, as taught by Kuracina, the latch (41) works to 
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automatically entrap or capture the sharpened tip of the needle after use (see 3:26-28). One 
skilled in the art would recognize the advantage of having a needle mechanism that 
"automatically" entraps the tip of the needle when the shield is actuated. Wagner fails to provide 
this type of entrapment and the motivation for the incorporation would have been to enhance the 
shielding of the needle by the Wagner shield with an entrapment mechanism. This incorporation 
would also enhance the safety to the medical technician during the use of the device. 

Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over Wagner in view 
of ('618); 0589); 0031); or 0152) in further view of Kuracina. Wagner in view of 0618); 
0589); 003 1); or 0 152) in further view of Kuracina meets the claim limitations as described 
above but fails to include the latch having an arcuate surface being engageable with the needle. 

However, it would have been an obvious matter of design choice by one skilled in the art 
to make the inside surface of the needle latch either at a right angle as shown in figures 30-3 1 of 
Kuracina or having a curved corner as claimed. Applicant has not discloses that the latch having 
an arcuate surface solves a particular problem, is used for a particular purpose or provides an 
advantage. Furthermore, one would expect Kuracina' s latch and applicant's arcuate surface latch 
to perform equally well given that both would perform the function of retaining the needle within 
the shield given that, in the prior art, it is the inside distal surface of the latch that prevents the 
needle tip from being accessed after use. The prior art latch performance would not be affected 
with either a curved latch or a latch having a right angle. Therefore, the modification would 
have been considered a mere obvious design choice that fails to patentably distinguish over the 
prior art. 
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Allowable Subject Matter 

Claims 33,35,36 and 37 are allowed. 

Response to Arguments 

Applicant's arguments with respect to the claims have been considered but are moot in 
view of the new ground(s) of rejection. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Catherine S. Williams whose telephone number is 571/2724970. 
The examiner can normally be reached on Monday - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas D. Lucchesi can be reached on 571/2724977. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

/Catherine S. Williams/ 
Catherine S. Williams 
Primary Examiner, Art Unit 3763 
June 18, 2007 



